Aim: This phase III, randomized, double-blind, active-comparator trial (NCT01362530) evaluated the safety and efficacy of aprepitant for the prevention of chemotherapy-induced nausea and vomiting (CINV) in children. Results: A total of 302 patients participated (ages 6 months to <2 y, n = 35; 2 to <6 y, n = 88; 6 to <12 y, n = 84; and 12 to 17 y, n = 95); 152 received the aprepitant regimen and 150 received control. During the delayed phase, the proportion of patients achieving CR varied across age groups within each regimen but was higher for aprepitant (range, 46.3%-55.6%) vs control (range, 10.4%-37.2%). A greater proportion of patients achieved CR with aprepitant vs control regardless of dexamethasone use (yes, 36.4% vs 21.4%; no, 56.5% vs 27.8%). In addition, CR rate was higher for aprepitant vs control in those receiving VHEC (42.4% vs 19.8%). Similar patterns were observed during the acute and overall phases. The aprepitant regimen was well tolerated; adverse events were similar between regimens and consistent with those in patients undergoing chemo. Conclusions: The addition of aprepitant to a 5HT 3 -antagonist (± dexamethasone) as part of a 3-day regimen was well tolerated and effective for reducing CINV in pediatric patients with cancer, regardless of age, dexamethasone use, and use of VHEC. 
